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Management Review Policy

[ Client Logo]

1 Purpose

This Standard Operating Procedure (SOP) describes the requirements for regular review of the quality management system to ensure the continuing stability, adequacy and effectiveness of the system.
2 References

Insert list of referenced documents here
Associated external documents

	Document 
	Reference description

	Australian Code of Good Manufacturing Practice for human blood and blood components, human tissues and human cellular therapy products, May 2013
	Australian Government, Department of Health and Ageing, Therapeutic Goods Administration

	AS ISO 15189-2013 Australian Standard, Medical Laboratories – Requirements for quality and competence
	Standards Australia

	Guide to the Preparation, Use and Quality Assurance of Blood Components (14th Edition), 2008.
	Council of Europe


3 Definitions

	QM
	Quality Manager

	TOR
	Terms of Reference

	CAPA
	Corrective Action, Preventative Action 

	GMP
	Good Manufacturing Practice

	PQR
	Product Quality Review

	QMR
	Quality Management Review

	SOP
	Standard Operating Procedure

	WHS
	Work Health and Safety


4 Responsibilities
	Responsible person / s
	Responsibility

	Director
	Review the Management Review Meeting minutes

Provide feedback to the QM, or other as required

	Quality Manager
	Chair Management Review meetings
Review and authorise Monthly Report

Review the Management Review Meeting minutes

Recommend corrective and preventative actions 

Establish teams to work on continuous improvement activities if required.

	Quality Information and Review Manager 
	Generate and distribute: 

· Quality Management Review presentations, agendas, minutes and action lists

· Product Quality Review Reports.

	Quality Officer
	Prepare the Management Review Monthly Report
Schedule Management Review meetings and distribute Agenda according to the TOR – Management Review.

Take meeting minutes

Distribute meeting minutes to the Director, QM and any other meeting attendees, according to the TOR – Management Review.

Electronically retain all meeting minutes for a minimum period of 20 years.



5 General Requirements

1.1 Regulatory Requirements

	Regulatory Publication
	Specific Reference

	Australian Code of Good Manufacturing Practice for human blood and blood components, human tissues and human cellular therapy products – May 2013
	Part 113 -114,115

	AS ISO 15189-2013, Australian Standard, Medical Laboratories – Requirements for quality and competence
	Part 4.15

	Council Of Europe, Guide to the Preparation, Use and Quality Assurance of Blood Components (14th Edition), 2008
	Part 2.1, Quality assurance sub-section


1.2 Source data for Quality Management Review 

Source data for Quality Management Review as described below(Client to determine source data and edit list)
	Data Required
	Data Source

	Eg; Complaints
	Client Customer Feedback System 

	Eg; Recalls
	

	Eg; Internal / External audits
	Audit application 

Citation Registers

	Eg; Staff suggestions / Continuous Improvement
	Rapid Improvement Register

	Eg; Risk Management
	Refer to Deviation and CAPA data sources within this table

	Eg; Quality Indicators
	Refer to Deviation, Audit, and Recall data sources within this table 

Client Document Control application

	Eg; Changes in volume and scope of work, personnel and premises
	Client Change Control application

Client Change Status Reports

	Eg; Results from Product Quality Review
	Product Quality Review Reports


6. Quality Management Review 

The Quality Management Review (QMR) Committee meeting is to be attended by the following staff:

· Clients own list
Any actions from the Quality Management Review Committee meeting are to be disseminated by the committee member to whom an action has been assigned. The committee member is required to follow up on these actions and report back to subsequent review meeting with details of these actions.

Complete the following stages each quarter to fulfil the Quarterly Management Review requirements.

	Stage
	Role
	Description
	Timing Guide

	1
	Quality Information and Review Manager
	Review the source data and any associated actions to identify potential items for review at the QMR Committee meeting.
	The fourth week after the completion of the reporting period

	2
	Quality Information and Review Manager
	Source additional data if required and draft the QMR Committee presentation.
	Prior to Stage 3

	3
	Quality Information and Review Manager and National Quality Manager
	Review the QMR presentation and any additional data to identify the key items for review at the QMR Committee meeting.
	The fifth week after the completion of the reporting period

	4
	Quality Information and Review Manager
	Finalise the presentation, along with the agenda and actions list, and distribute to the committee members of the QMR Committee meeting.
	The sixth week after the completion of the reporting period

	5
	National Quality Manager
	Chair the QMR Committee. 
	The seventh week after the completion of the reporting period

	
	QMR Committee members
	Attend the QMR Committee - analyse the data presented and assign actions to address the issues identified.
	

	
	Quality Information and Review Manager
	Attend the QMR Committee - minute any actions, including timelines and responsible staff
	

	6
	Quality Information and Review Manager
	Register all actions and distribute to the meeting attendees. Distribute the actions to the EA to the Chief Executive. Note: Any actions directly affecting divisions not represented at the committee must be approved by The Executive
	Immediately after the Quarterly National QMR meeting


7. Product Quality Review 

Regular periodic product quality reviews are performed to ensure the consistency of processes and identify process improvements. The procedure for product for quality review is described in Insert SOP
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